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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 



Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-10, drawn to a method, classified in class 607, subclass 3. 

II. Claims 11-17, drawn to an apparatus, classified in class 607, subclass 40. 

III. Claim 18, drawn to a neurostimulator, classified in class 607, subclass 60. 

IV. Claims 19-21 and 23, drawn to methods, classified in class 607, subclass 2. 

V. Claim 22, drawn to an apparatus, classified in class 607, subclass 60. 

VI. Claim 24, drawn to a method, classified in 607, subclass 2. 

VII. Claims 25-31, drawn to methods, classified in class 607, subclass 46. 
The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case, the process 
as claimed can be practiced by another and materially different apparatus such as one that does 
not include a neurostimulator for generating an electrical output signal or a blocking signal 
generator, but rather the process may be practiced by an apparatus with no electrical stimulation 
or electrical blocking capabilities comprising an implantable medical device which releases a 
neural conduction stimulation at one site via a drug delivery device and which applies neural a 
conduction block at a different site that is comprises a pharmacologic or cryogenic block. 
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3. Inventions I and III are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case, the process 
as claimed can be practiced by another and materially different apparatus such as one that does 
not include a neurostimulator for generating an electrical output signal or a blocking signal 
generator for generating a blocking signal, but rather the process may be practiced by an 
apparatus with no electrical stimulation or electrical blocking capabilities comprising an 
implantable medical device which releases a neural conduction stimulation at one site via a drug 
delivery device and which applies a neural conduction block at a different site that is a 
pharmacologic or cryogenic block. In addition the process as claimed can be practiced by 
another and materially different apparatus such as one that does not have programming means 
for selectively programming the parameters of an electrical signal generated by an implantable 
electrical signal generator, but rather the process may be practiced by an apparatus which has 
pre-programmed electrical stimulation and blocking parameters that can not be changed or 
selected. 

4. Inventions I and IV are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does not require 
the particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the instant 
case, the combination as claimed does not require the particulars of the subcombination as 
claimed because the combination does not require detecting the occurrence of a predetermined 
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event associated with the eating disorder of interest and upon detection of the predetermined 
event, activating the device to apply both a stimulation signal and a blocking signal to the nerve. 
The subcombination has separate utility such as use by itself or with a method that involves 
external activation via telemetry. 

5. Inventions I and V are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case, the process 
as claimed can be practiced by another and materially different apparatus such as one that does 
not include a neurostimulator for generating an electrical output signal or a blocking signal 
generator, but rather the process may be practiced by an apparatus with no electrical stimulation 
or electrical blocking capabilities comprising an implantable medical device which releases a 
neural conduction stimulation at one site via a drug delivery device and which applies a neural 
conduction block at a different site that is a pharmacologic or cryogenic block. In addition, the 
process as claimed can be practiced by another and materially different apparatus such as one 
that does not include an implantable lead assembly, but rather the process may be practiced by an 
apparatus that wirelessly transmits stimulation arid/or blocking signals from an external pulse 
generator to an implanted telemetry receiving electrode/drug delivery device. 

6. Inventions I and VI are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of operation, 
and effects (MPEP § 802.01 and § 806.06). In the instant case, the different inventions are not 
disclosed as capable of use together, the have different designs, modes of operation and effects. 
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Specifically, the invention defined by Group I does not include controlling the function of a 
neurostimulator by selecting parameters of an electrical output signal, but rather the invention of 
Group I may be practiced by an apparatus with no electrical stimulation or electrical blocking 
capabilities comprising an implantable medical device which releases a neural conduction 
stimulation at one site via a drug delivery device and which applies a neural conduction block at 
a different site that is a pharmacologic or cryogenic block. 

7. Inventions I and VII are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of operation, 
and effects (MPEP § 802.01 and § 806.06). In the instant case, the different inventions are not 
disclosed as capable of use together, the have different designs, modes of operation and effects. 
Specifically, the invention defined by Group I does not include bilateral stimulation of a patient's 
right and left vagus nerve. Group I may be practiced by an apparatus with no electrical 
stimulation or electrical blocking capabilities comprising an implantable medical device which 
releases a neural conduction stimulation at one nerve site via a drug delivery device and which 
applies a neural conduction block at a different site that is a pharmacologic or cryogenic block. 

8. Inventions II and III are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does not require 
the particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the instant 
case, the combination as claimed does not require the particulars of the subcombination as 
claimed because the combination does not include programming means for selectively 
programming the parameters of the electrical signal generated by the generator. The 
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subcombination has separate utility such as use by itself or use with an apparatus that does not 
have programming means for selectively programming the parameters of an electrical signal 
generated by an implantable electrical signal generator, but rather the subcombination may be an 
apparatus which has pre-programmed electrical stimulation and blocking parameters that can not 
be changed or selected. 

9. Inventions IV and II are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used to practice another and materially different process. 
Specifically, the apparatus may be used with a process which does not include detecting the 
occurrence of a predetermined event associated with an eating disorder of interest and upon 
detection of the predetermined event activating the neurostimulator device, but rather the 
apparatus may be used with a process that uses a patient/physician/user activation device, 
external to the implanted device, that telemetrically sends an activation signal to the 
neurostimulator. 

10. Inventions II and V are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does not require 
the particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the instant 
case, the combination as claimed does not require the particulars of the subcombination as 
claimed because the combination does not require a sensor means electrically coupled to the 



Application/Control Number: 1 0/756, 1 76 Page 7 

Art Unit: 3766 

neurostimulator for detecting an occurrence of a predetermined event associated with an eating 
disorder of interest. The subcombination has separate utility such as use by itself or use with a 
patient/physician/user activation device, external to the implanted device, which telemetrically 
sends an activation signal to the neurostimulator. 

1 1 . Inventions VI and II are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used to practice another and materially different process such as a 
process which does not include selecting parameters of an electrical output signal of a pulse 
generator, but rather the apparatus may include stimulating/blocking where the stimulation is 
pre-programmed with parameters that can not be changed or selected. 

12. Inventions VII and II are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used to practice another and materially different process such as a 
process which does not include bilateral stimulation of both the right and left vagi, but rather 
with a process that only stimulates one branch of the vagus nerve (i.e. only the right side or only 
the left side). 

13. Inventions IV and III are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
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and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the process 
as claimed can be practice by another and materially different apparatus such as an apparatus that 
does not comprise programming means, but rather with an apparatus where the stimulation 
parameters are pre-programmed/pre-determined and cannot be changed/modified/selected. 

14. Inventions III and V are related as subcombinations disclosed as usable together in a 
single combination. The subcombinations are distinct if they do not overlap in scope and are not 
obvious variants, and if it is shown that at least one subcombination is separately usable. See 
MPEP § 806.05(d). In the instant case, subcombination V has separate utility such as by itself or 
use in a method which does not require any programming of the stimulation parameters, such as 
use in a method where the apparatus comprises stimulation parameters that are pre- 
programmed/pre-determined and cannot be changed/modified/selected. 

15. Inventions VI and III are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the process 
as claimed can be practice by another and materially different apparatus such as an apparatus that 
does not apply an electrical blocking signal, but rather with an apparatus that applies a 
pharmacological or cryogenic blocking signal. 

16. Inventions VII and III are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be practiced 
by another and materially different apparatus or by hand, or (2) the apparatus as claimed can be 
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used to practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used to practice another and materially different process such as a 
process which does not include bilateral stimulation of both the right and left vagi, but rather 
with a process that only stimulates one branch of the vagus nerve (i.e. only the right side or only 
the left side). 

17. Inventions IV and V are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the process 
as claimed can be practice by another and materially different apparatus such as an apparatus that 
does not apply an electrical blocking signal, but rather with an apparatus that applies a 
pharmacological or cryogenic blocking signal. 

18. Inventions IV and VI are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of operation, 
and effects (MPEP § 802.01 and § 806.06). In the instant case, the different inventions are not 
discloses as capable of use together and they have different designs, modes of operation and 
effects. Specifically, the invention defined by Group IV does not include controlling the 
function of a neurostimulator by selecting parameters of an electrical output signal, but rather the 
invention of Group IV may be practiced by an apparatus with no electrical stimulation or 
electrical blocking capabilities comprising only an implantable drug delivery device which 
releases a neural conduction stimulation at one site via a drug delivery device and which applies 
a conduction block at a different site that is a pharmacologic or cryogenic block. 
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19. Inventions IV and VII are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of operation, 
and effects (MPEP § 802.01 and § 806.06). In the instant case, the different inventions are not 
disclosed as capable of use together and they have different designs, modes of operation and 
effects. Specifically, the invention defined by Group IV does not include bilateral stimulation of 
a patient's right and left vagus nerve. Group IV may be practiced by an apparatus with no 
electrical stimulation or electrical blocking capabilities comprising only an implantable drug 
delivery device which releases a neural conduction stimulation at one nerve site via a drug 
delivery device and which applies a conduction block at a different site (on the same nerve 
branch) that is a pharmacologic or cryogenic block. 

20. Inventions VI and V are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In the instant case, the 
apparatus as claimed can be used to practice another and materially different process such as use 
with a process that does not require any programming of the stimulation parameters, but rather 
with a process where the stimulation parameters are pre-programmed/pre-determined and cannot 
be changed/modified/selected. 

21 . Inventions VII and V are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In the instant case, the 
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apparatus as claimed can be used to practice another and materially different process such as use 
with a process that does not require bilateral stimulation, but rather use with a process that only 
includes stimulation/blocking on one branch of the vagi. 

22. Inventions VI and VII are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of operation, 
and effects (MPEP § 802.01 and § 806.06). In the instant case, the different inventions are not 
disclose as capable of use together and they have different designs, modes of operation, and 
effects. Specifically, the invention defined by Group VI does not include bilateral stimulation, 
but rather only includes stimulation/blocking on one branch of the vagi. Also, the invention 
defined by Group VII does not include selecting of parameters for the stimulation and may be 
practiced where the stimulation parameters are pre-programmed/pre-determined and cannot be 
changed/modified/selected. 

23. Because these inventions are independent or distinct for the reasons given above and 
have acquired a separate status in the art because of their recognized divergent subject matter, 
restriction for examination purposes as indicated is proper. 

24. Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement be traversed (37 
CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To reserve 
a right to petition, the election must be made with traverse. If the reply does not distinctly and 
specifically point out supposed errors in the restriction requirement, the election shall be treated 
as an election without traverse. 
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Should applicant traverse on the ground that the inventions or species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record showing the 
inventions or species to be obvious variants or clearly admit on the record that this is the case. In 
either instance, if the examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 
25. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jessica L. Reidel whose telephone number is (571) 272-2129. 
The examiner can normally be reached on Mon-Thurs 8:00-5:30, every other Fri 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571) 272-6996. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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